INTENDED USE 


510(k) Number: K030477 


Device Name: diaDexus PLAC™ test 


Indications for Use: 

The diaDexus PLAC™ lest is an enzyme immunoassay for the quantitative determination of Lp- 
PLA2 (lipoprotein-associated phospholipase A2) in human plasma, to be used in conjunction 
with clinical evaluation and patient risk assessment as an aid in predicting risk for coronary 
heart disease. 
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